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PART II: Information Cited 

The Applicant hereby makes of record in the above-identified application the information 
listed on the attached form PTO-1449 (modified PTO/SB/08). The order of presentation of the 
references should not be construed as an indication of the importance of the references. 

The Applicant hereby makes the following additional information of record in the 
above-identified application. 

The Applicant would like to bring to the Examiner's attention the following co-pending 
applications that may contain subject matter related to this application: 



Serial No. 


Filing Date 


Inventor(s) 


Docket No. 


10/532,746 


04-26-2005 


Ahluwalia et al. 


*C1037.70035US01 


11/179,008 


07-08-2005 


Hartmarm et al. 


*C1039.70044US02 


11/361,313 


02-24-2006 


Krieg et al. 


*C1037.70060US01 


11/368,334 


03-03-2006 


Krieg et al. 


*C1039.70065US01 


11/401,093 


04-10-2006 


Krieg et al. 


*C1037.70062US01 


11/411,975 


04-26-2006 


Uhlmann et al. 


*C1041.70045US01 



*A copy of this reference is notprovided as the Office has waived the requirement under 37 C.F.R. 1.98(a)(2)(iii) for submitting a 
copy of a cited U.S. patent application if it is scanned to the Image File Wrapper system and is available on Private PAIR. 

PART III: Remarks 

Documents cited anywhere in the Information Disclosure Statement are enclosed unless 
otherwise indicated. It is respectfully requested that: 

1 . The Examiner consider completely the cited information, along with any other 
information, in reaching a determination concerning the patentability of the present claims; 

2. The enclosed form PTO-1449 (modified PTO/SB/08) be signed by the Examiner to 
evidence that the cited information has been fully considered by the Patent and Trademark Office 
during the examination of this application; 

3. The citations for the information be printed on any patent which issues from this 
application. 
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By submitting this Information Disclosure Statement, the Applicant makes no 
representation that a search has been performed, of the extent of any search performed, or that 
more relevant information does not exist. 

By submitting this Information Disclosure Statement, the Applicant makes no 
representation that the information cited in the Statement is, or is considered to be, material to 
patentability as defined in 37 C.F.R. § 1.56(b). 

By submitting this Information Disclosure Statement, the Applicant makes no 
representation that the information cited in the Statement is, or is considered to be, in fact, prior 
art as defined by 35 U.S.C, §102. 

Notwithstanding any statements by the Applicant, the Examiner is urged to form his or 
her own conclusion regarding the relevance of the cited information. 

An early and favorable action is hereby requested. 
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Wolf, Greenfield & Sacks, P.C. 

600 Atlantic Avenue 

Boston, Massachusetts 02210-2206 

Telephone: (617)646-8000 



Docket No.: C1039.70020US00 
Date: August ^ 2006 
xNDDx 



1045196.1 



FORM PTO-1449/A and B (modified PTO/SB/08) 

INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

y^"^ , , 




ATTv nnr'lirpT xTr\ • Pi n'lo 7nnonTTcnn 

A 1 1 I . UUl^lSJi 1 INU.. lUJy. /UUZUUoUU 


FILING DATE: June 2 1 , 1 999 


CONFIRMATION NO.: 9169 


APPLICANT: Krieg et al. 


GROUP ART UNIT: 1645 


EXAMINER: Nita M. Minnifield 


/Veet ^\ of 5 


\ ^ 457/ U.S. PATENT DOCUMENTS 



Initiais""^^— ^ 


pCite 
No. 


U.S. Patent Document 


Mnnrif* nf Pfltptitf*f* nr Ar»nlirnnt f^itpH 

Document 


Date of Publication or Issue 
of Cited Document 
MM-nn.VYYY 

L\ll\l'L/LJ' I I I I 


Number 


Kind 
Code 






5,498,410 




Gleich 


03-12-1996 






5,681,555 




Gleich 


10-28-1997 






6,194,388 


Bl 


' J. 1 

Krieg et al. 


02-27-2001 






6,207,646 


Bl 


Krieg et al. 


03-27-2001 






6,214,806 


Bl 


Krieg et al 


04-10-2001 






6,218,371 


Bl 


Krieg et al. 


04-17-2001 






6,221,882 




Macfarlane 


04-24-2001 






6,239,116 


Bl 


Krieg et al. 


05-29-2001 






6,339,068 


Bl 


Krieg et al. 


01-15-2002 






6,339,630 




Macfarlane 


06-04-2002 






6,406,705 
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Davis et al. 


06-18-2002 






6,429,199 
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Krieg et al. 


08-06-2002 






6.479,504 




Macfarlane et al. 


1 1- 1 2-2002 






6,514,948 


Bl 


Raz et al. 


02-04-2003 






6,521,637 




Macfarlane 


A*^ 1 O OAAO 

02-18-2003 






6,951,845 




Carson et al. 


1 A (\A O AAC 

10-04-2005 






7,001,890 




Wagner et al. 


AO OAA^ 

02-26-2006 






2003-0232856 


Al 


Macfarlane 


1 O 1 O OAA*? 

12-18-2003 






2004-0067902 


A9 


Bratzler et al. 


/\A AO '^AAjI 

04-08-2004 






2004-0198680 


Al 


Krieg 


1 A AT O AA A 

10-07-2004 






2005-0070491 


Al 


rwl leg CI Ctl. 


Uj-J 1-ZUUj 






2005-0075302 


Al 


Hutcherson et al. 


04-07-2005 






2005-0100983 


Al " 


Bauer et al. 


05-12-2005 






2005-0101554 


Al 


Krieg et al. 


05-12-2005 






2005-0101557 


Al 


Krieg et al. 


05-12-2005 






2005-0119273 


Al 


Lipford et al. 


06-02-2005 






2005-0123523 


Al 


Krieg et al. 


06-09-2005 






2005-0130911 


Al 


Uhlmann et al. 


06-16-2005 






2005-0148537 


Al 


Krieg et al. 


07-07-2005 






2005-0169888 


Al 


Hartman et al. 


08-04-2005 






2005-0171047 


Al 


Krieg et al. 


08-04-2005 






2005-0181422 


Al 


Bauer et al. 


08-18-2005 
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2005-0182017 


Al 


Krieg 
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2005-0197314 
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2005-0215501 


Al 


Lipford et al. 
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2005-0245477 
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Krieg et al. 
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2005-0244379 


Al 


Krieg et al. 


11-03-2005 






2005-0244380 


Al 


Krieg et al. 


11-03-2005 






2005-0250726 


Al 


Krieg et al. 


11-10-2005 






2005-0256073 


Al 


Lipford et al. 


11-17-2005 






2005-0267064 


Al 


Krieg et al. 


12-01-2005 






2005-0277604 


Al 


Krieg et al. 


12-15-2005 






2005-0277609 


Al 


Krieg et al. 


12-15-2005 






2006-0003962 


Al 


Ahluwalia et al. 


01-05-2006 






2006-0019923 
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Davis et al. 


01-26-2006 






2006-0058251 
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03-16-2006 






2006-0089326 
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04-27-2006 






2006-0094683 
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EP ' 


0 468 520 


A2 


Mitsui Toatsu Chemicals, Inc. 


01-29-1992 








WO 


96/02555 


Al 


University of Iowa Research Foundation 


02-01-1996 








WO 


96/40162 


Al 


East Carolina University 


12-19-1996 








wo 


99/56755 


Al 


University of Iowa Research Foundation 


11-11-1999 








wo 


00/06588 


Al 


University of Iowa Research Foundation 


02-10-2000 
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00/54803 
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Panacea Pharmaceuticals, LLC. 


09-21-2000 
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WO 
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WO 
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WO 
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[No Author Listed] National Institute of Health, Publication Number 97-405 1, July 1997. 








ANITESCU et ah, Interleukin-10 functions in vitro and in vivo to inhibit bacterial DNA-induced 
secretion of interleukin-12. J Interferon Cytokine Res. 1997 Dec;17(12):781-8. 








ASKENASE et al., Gee whiz: CpG DNA allergy therapy! J Allergy Clin Inununol. 2000 Jul; 106(1 
Pt l):37-40. 








CAMPBELL et al., Allergen immunotherapy: novel approaches in the management of allergic 
diseases and asthma. Clin Immunol. 2000 Dec;97(3): 193-202. 








COCKCRQFT et al., Comparative effects of inhaled salbutamol, sodium cromoglycate, and 
beclomethasone dipropionate on allergen-induced early asthmatic responses, late asthmatic 
responses, and increased bronchial responsiveness to histamine. J Allergy Clin Immunol. 1987 
May;79(5):734-40. 








ERB et al., Infection of mice with Mycobacterium bovis-Bacillus Calmette-Guerin (BCG) 
suppresses allergen-induced airway eosinophilia. J Exp Med. 1998 Feb 16;187(4):561-9. 








FITCH et al.. The effect of an oral phosphodiesterase (PDE) 4 inhibitor bay 19-8004 in primate 
asthma models. American Thoracic Society. 2000. A52 Poster A94. 








GIBSON et al., Cellular requirements for cytokine production in response to the immunomodulators 
imiquimod and S-27609. J Interferon Cytokine Res. 1995 Jun;15(6):537-45. 








GUNDEL et al., Antigen-induced mediator release in primates. Am Rev Respir Dis. 1991 
Jul;144(l):76-82. 








GUNDEL et al., Repeated antigen inhalation results in a prolonged airway eosinophilia and airway 
hyperresponsiveness in primates. J Appl Physiol. 1990 Feb;68(2):779-86. 








HERZ et al., BCG infection suppresses allergic sensitization and development of increased airway 
reactivity in an animal model. J Allergy Clin Immunol. 1998 Nov;102(5):867-74. 








HOWARTH et al., Influence of albuterol, cromolyn sodium and ipratropium bromide on the au^vay 
and circulating mediator responses to allergen bronchial provocation in asthma. Am Rev Respir Dis. 
1985 Nov;132(5):986-92. 








HUSSAIN et al., CpG oligodeoxynucleotides: a novel therapeutic approach for atopic disorders. 
Curr Drug Targets Inflamm Allergy. 2003 Sep;2(3): 199-205. 








HUSSAIN et al., DNA, the immune system, and atopic disease. J Investig Dermatol Symp Proc. 
2004 Jan;9(l):23-8. 








JAIN et al.. Mucosal immunotherapy with CpG oligodeoxynucleotides reverses a murine model of 
chronic asthma induced by repeated antigen exposure. Am J Physiol Lung Cell Mol Physiol. 2003 
Nov;285(5):Ll 137-46. 
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JONES et al., Pharmacology of montelukast sodium (Singulair), a potent and selective leukotriene 
D4 receptor antagonist. Can J Physiol Pharmacol. 1995 Feb;73(2): 191-201. 








KLINE et al., Effects of CpG DNA on Thl/Th2 balance in asthma. Curr Top Microbiol Immunol. 
2000;247:211-25. 








KRIEG et al., CpG motifs in bacterial DNA trigger direct B-cell activation. Nature. 1995 Apr 
6;374(6522):546-9. 








KRIEG et al., Infection. In McGraw Hill Book. 1996: 242-3. 








KRIEG et al.. Lymphocyte activation by CpG dinucleotide motifs in prokaryotic DNA. Trends 
Microbiol. 1996 Feb;4(2):73-6. 




- 




KROWN et al., Phase I trial with the interferon inducer polyl/poly-l-lysine (Poly ICL). Journal of 
Interferon Research. 1983;3:281-90. 








KURAMOTO et al., Induction of T-cell-mediated immunity against MethA fibrosarcoma by 
intratumoral injections of a bacillus Calmette-Guerin nucleic acid fraction. Cancer Immunol 
Immunother. 1992;34(5):283-8. 








LAZARUS et al., Single-nucleotide polymorphisms in the Toll- like receptor 9 gene (TLR9): 
frequencies, pairwise linkage disequilibrium, and haplotypes in three U.S. ethnic groups and 
exploratory case-control disease association studies. Genomics. 2003 Jan;81(l):85-91. 








LEIGH et al., Effects of montelukast and budesonide on airway responses and airway inflammation 
in asthma. Am J Respir Crit Care Med. 2002 Nov 1; 166(9): 12 12-7. 








LIU et al, CpG ODN is an effective adjuvant in immunization with tumor antigen. J Invest Med. 
1997 Sept7;45(7):333A. 








PARE et al., Lung mechanics following antigen challenge of Ascaris suum-sensitive rhesus 
monkeys. J Appl Physiol. 1976 Nov;41(5 Pt. l):668-76. 








PATTERSON et al.. Inhibition of immunoglobulin E-mediated, antigen-induced monkey asthma 
and skin reactions by 5, 8, 11, 14-eicosatetraynoic acid. J Allergy Clin Immunol. 1981 
Feb;67(2): 146-52. 








PISETSKY et al., The immunologic properties of DNA. J Immunol. 1996 Jan 15;156(2):421-3. 








SJOLANDER et al., Iscoms containing purified Quillaja saponins upregulate both ThI-like and 
Th2-like unmune responses. Cell Immunol. 1997 Apr 10;177(l):69-76. 








SONEHARA et al., Hexamer palindromic oligonucleotides with 5'-CG-3' motif(s) induce 
production of interferon. J Interferon Cytokine Res. 1996 Oct;16(10):799-803. 








SPARWASSER et al.. Bacterial DNA causes septic shock. Nature. 1997 Mar 27;386(6623):336-7. 








STEIN et al. Problems in interpretation of data derived from in vitro and in vivo use of antisense 
oligodeoxynucleotides. Antisense Res Dev. 1994 Summer;4(2):67-9. 








STEIN et al, Non-antisense effects of oligodeoxynucleotides. Antisense Technology. 1997; chl 1: 
241-64. 








TOKUNAGA et al, A synthetic single-stranded DNA, poly(dG,dC), induces interferon-alpha^eta 
and -gamma, augments natural killer activity, and suppresses tumor growth. Jpn J Cancer Res. 1988 
Jun;79(6):682-6. 








TOMAI et al, Immunomodulating and antiviral activities of the imidazoquinoline S-28463. 
Antiviral Res. 1995 Nov;28(3):253-64. 








TURNER et al. In vitro and in vivo effects of leukotriene B4 antagonism in a primate model of 
asthma. J Clin Invest. 1996 Jan 15;97(2):381-7. 
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TURNER et al, Leukotriene D4 receptor antagonism reduces airway hyperresponsiveness in 
monkeys. Pulm Pharmacol. 1994 Feb;7(l):49-58. 








TURNER et al., Effects of rolipram on responses to acute and chronic antigen exposure in monkeys. 
Am J Respir Crit Care Med. 1994 May; 149(5): 1153-9. 








TURNER et al., Characterization of a primate model of asthma using anti-allergy/anti-asthma 
agents. Inflamm Res. 1996 May;45(5):239-45. 




^^^^ 




VERTHELYI et al., Immunoregulatory activity of CpG oligonucleotides in humans and nonhuman 
primates. Clin Immunol. 2003 Oct;109(l):64-71. 








WITT et al., Phase I trial of an oral immunomodulator and interferon inducer in cancer patients. 
Cancer Res. 1993 Nov l;53(21):5176-80. 








WONG et al., Formoterol compared with beclomethasone and placebo on allergen-induced 
asthmatic responses. Am Rev Respir Dis. 1992 Nov; 146(5 Pt 1):1 156-60. 








Patent Interference No. 105,171. Decision on Motion under 37 CFR §41.125. March 10, 2005. 








Patent Interference No. 105,171. Ju^ment and Order. March 10, 2005. 








Patent Interference No. 105,171. Regents of the University of California Notice of Filmg Appeal. 
March 17, 2005. 








Patent Interference No. 105,171. Regents of the University of California. Brief of Appellant. July 5, 
2005. 








Patent Interference No. 105,171. University of Iowa and Coley Pharmaceutical Group, Inc. Brief of 
Appellees. August 17, 2005. 








Patent Interference No. 105,171. Regents of the University of California. Reply Brief of Appellant. 
September 6, 2005. 
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*a copy of this reference is not provided as it was previously cited by or sibmitted to the office in a prior application, Serial No. , filed , and relied upon for an earlier 

filing date under 35 U,S.C. 120 (continuation, continuation-in-part, and divisional applications). 

[NOTE - No copies of U.S. patents, published U.S. patent applications, or pending, unpublished patent applications stored in the USPTO's Image File Wrapper (IFW) system, 
are included. See 37 CFR §1.98 and 12870G163. Copies of all other pient(s), publication(s), unpublished, pending U.S. patent applications, or other information listed are 
provided as required by 37 CFR §1.98 unless 1) such copies were provided in an IDS in an earlier application that complies with 37 CFR §1.98, and 2) the earlier application is 
relied upon for an earlier filing date under 35 U.S.C. §120.] 
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